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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 12 
December 2008 has been entered. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. Claims 1 , 3-1 0, 1 9-23, and 27-36 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Killion 6,022,371 in view of Lafont et al 5,957,975 in view of design 
choice. 

Killion discloses a method for preparing an assembly for delivering a stent that is 
substantially resistant to negative recoil when expanded mechanically to a final 
predetermined diameter in a lumen of a tube, duct, or vessel of a mammalian subject, 
the method comprising: heating a polymeric cylindrical device which is at a final 
predetermined diameter and wall thickness to a temperature sufficiently above the glass 
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transition temperature of the polymer and for a time sufficient to erase memory of 
previous processing of the device, wherein the final predetermined diameter and wall 
thickness are substantially the same as the diameter and wall thickness of a stent that 
has been expanded to a final desired diameter at a target site in a tube, duct, or vessel 
of the mammalian subject, wherein the device if mounted on a solid support for 
maintaining the cylindrical device at the final predetermined diameter (Col. 3 II. 39-45), 
and wherein the polymeric device has a wall defining a first open end, a second open 
end, and a channel connecting the first and second open ends (Figs. 3a-3d), rapidly 
cooling the polymeric cylindrical device at a temperature below the Tg of the polymer to 
quench the polymeric cylindrical device and to provide an educated polymeric cylindrical 
device having a memory of the final predetermined diameter (Col. 3 II. 45-49); forming 
slits, voids, or open spaces in the wall of the polymeric cylindrical device (Col. 3 II. 37- 
39); and mounting the device on an inflatable balloon catheter (Col. 3 II. 61-63). The 
stent will inherently exhibit positive recoil when not fully expanded. 

However, Killion does not disclose reducing the diameter of the cylindrical device 
by heating the device to a temp at or above the Tg of the polymer while evenly applying 
pressure to the exterior surface of the wall of the device; and rapidly cooling the device 
below the Tg to provide an assembly comprising an inflatable balloon catheter and an 
expandable polymeric stent which is substantially resistant to negative recoil when 
expanded mechanically to the final predetermined diameter by inflation of the balloon. 
Killion further does not disclose the stent being made from PLA. 
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Lafont et al. discloses reducing the diameter of the cylindrical device by heating 
the device to a temp at or above the Tg of the polymer while evenly applying pressure 
to the exterior surface of the wall of the device; and rapidly cooling the device below the 
Tg to provide an assembly comprising an inflatable balloon catheter and an expandable 
polymeric stent which is substantially resistant to negative recoil when expanded 
mechanically to the final predetermined diameter by inflation of the balloon (Col. 8 II. 20- 
35). Lafont et al. further discloses the stent being made from PLA which has a Tg of 
about 60 degrees C. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the methods of Killion with the methods of Lafont et al. in order 
to aide in keeping the stent in place on the balloon as taught by Lafont et al. (Col. 8 II. 
32-35). 

Killion further does not disclose temperature ranges suitable for polymeric stents, 
due to the Killion disclosure focusing on those ranges of Nitinol. 

It would have been obvious to one having ordinary skill in the art at the time of 
the invention to modify the temperature ranges used in setting the stent to match the 
requirements of the particular polymer since it has been held that where the general 
conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation. In re Aller, 220 F.2d 454, 456, 
105 USPQ 233, 235 (CCPA 1955). 
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Response to Arguments 

4. Applicant's arguments filed 12 December 2008 have been fully considered but 
they are not persuasive. The methods used in setting a shape memory alloy or a shape 
memory polymer are virtually identical, the only difference being that the temperatures 
capable of being withstood by a polymeric stent are significantly lower than those of a 
metal stent, in most instances. It is, therefore, not novel to adjust the temperatures used 
in the heat setting process to match those required by the particular material, regardless 
of the implicit disclosure of the prior art. Applicant proposes a method of preparing a 
shape memory polymer stent assembly, subsequently claiming all of the steps 
necessary to ready the stent for use. The Examiner asserts that these steps are not 
unusual to an application of any shape memory material. Applicant argues that the 
device of Killion is not rapidly cooled to a temperature below the Tg of the device. 
Examiner disagrees. Killion discloses cooling the stent, or allowing it to cool. Cooling the 
stent is indicative of the temperature of the stent being forcibly lowered, whereas 
allowing it to cool indicates that the temperature is allowed to come down at room 
temperature, thus allowing the stent to cool at a much slower pace. Since the rapidity of 
the cooling process is not claimed, Examiner asserts that the step of "cooling the stent" 
as disclosed by the Killion reference reads on the claimed limitation. Applicant further 
argues that Killion does not mount the device on a balloon and subsequently there 
would be no motivation to use such a balloon. The Killion reference does, as noted by 
Applicant, disclose that a balloon might be used in the instance where it is necessary to 
further expand the stent. Lafont et al. discloses clearly a stent being mounted on a 
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balloon, and due to the disclosure of Killion, it would clearly be obvious that in situations 
where the self expanding properties of the stent are not enough to fully expand the stent 
to the size needed, mounting the stent on a balloon would be a proper alternative. 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGORY A. ANDERSON whose telephone number is 
(571)270-3083. The examiner can normally be reached on Mon-Thurs 9:30am-3:00pm 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Gregory A Anderson/ 
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